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DETAILED ACTION 

This Office Action is in response to Applicant's amendment filed on 15 October 2007. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 5 recites the limitation "the trailing edge" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 

Response to Arguments 

Regarding Luscher, Applicant argues that Luscher does not disclose an 
assembly capable of drawing a suture into a barrel. This is not persuasive because the 
plunger can move in both directions and is therefore capable of drawing the suture into 
the tube. 

Regarding Luscher in view of Sontag, Applicant argues that Sontag does not 
teach an opening with both a leading and trailing edge. This is not persuasive because 
Applicant is not claiming a leading edge. 

Regarding Weng in view of Luscher, Applicant's argues that Weng in view of 
Luscher do not teach introducing the suture material from outside the apparatus. This is 
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not persuasive because the suture material was not formed inside the syringe and 
therefore had to be introduced into the syringe at some point before use. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Luscher (US Patent 6,299,590). 

Luscher'590 discloses a device containing a syringe (see Figure 5) containing a 
barrel (31 ) and a plunger (32) and a connector (35) capable of being detachably 
mounted to a needle (17). The barrel is sized and shaped for holding a suture and the 
fluid used for expelling the suture (column 1 , line 45-57). Further, the device contains an 
elongated cannulated needle (17) (column 4, line 66-67) capable of receiving and 
releasing a suture (column 4, line 55-67). The distal end of the needle (4) can have a 
sharp distal point (see Figure 5) and is configured to receive a suture extending from 
the lumen of the needle. 

Claims 2-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Luscher'590. 

Claims 2-4: Luscher'590 does not disclose that the needle has a particular shape 
at the distal end. However, it is old and well known to modify the shape of needles to aid 
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in accessing a particular region of the body, especially if the region would be more 
easily accessed with a needle of a different shape. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 5-7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 

Luscher'590, as applied to Claim 1, in further view of Sontag (US Patent 

5,236,443). 

Luscher'590 teaches the limitations of Claim 5 except for a rounded tip of a 
suture needle. 

Sontag'443 teaches a suturing with openings at the end that are slightly rounded 
to protect the surgeon from accidental cuts or punctures (column 4, lines 15-21). It 
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would have been obvious to one skilled in the art at the time the invention was made to 
use rounded needles in order to protect the user from accidental cuts. 

Claims 6-7: Luscher'590 does not disclose that the needle has a particular shape 
at the distal end. However, it is old and well known to modify the shape of needles to aid 
in accessing a particular region of the body, especially if the region would be more 
easily accessed with a needle of a different shape. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Luscher'590, as applied to Claim 1, in further view of Olovson (US Patent 
6,702,786). 

Luscher'590 teaches the limitations of Claim 8 except for a stiffening cover of the 
needle. 

Olovson teaches a syringe with a stiffening cover (2) over a needle (14) in order 
to protect the needle. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device taught by Luscher'590 with a stiff 
cover, as taught by Olovson, in order to protect the needle. 

Claims 1 and 9-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wilk et al. (US Patent 5,441,507) in view of Luscher'590. 

Claims 1,9,11,12,14: Wilk'507 discloses a suturing instrument that contains an 
elongate tubular member (1 1 2), first and second jaws (114, 116) being movable relative 
to each other (column 1 2, lines 3-5) with a means for moving the jaws (1 44). The jaws 
contain an open end at the distal end of the tubular member (see Figure 5), and suture 
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distributor (140) that contains a needle (130) with a circular opening that extends 
through the tubular member and into the jaws (see Figure 5). 

Wilk'507 does not disclose that the suture distributor is a syringe. 

Luscher'590 discloses a device containing a syringe (see Figure 5) containing a 
barrel (31) and a plunger (32) and a connector (35) capable of being detachably 
mounted to a needle (17). The barrel is sized and shaped for holding a suture and the 
fluid used for expelling the suture (column 1 , line 45-57). Further, the device contains an 
elongated cannulated needle (17) (column 4, line 66-67) capable of receiving and 
releasing a suture (column 4, line 55-67). The distal end of the needle (4) can have a 
sharp distal point (see Figure 5) and is configured to receive a suture extending from 
the lumen of the needle. It would have been obvious to combine the device taught by 
Wilk'507 with the syringe taught by Luscher'590 because the substitution of one known 
element for another would have yielded predictable results to one of ordinary skill in the 
art at the time of the invention. 

Claim 10 and 13: Wilk'507 in view of Luscher'590 does not disclose that the 
needle has a particular shape at the distal end. However, it is old and well known to 
modify the shape of needles to aid in accessing a particular region of the body, 
especially if the region would be more easily accessed with a needle of a different 
shape. 

Claims 15, 17 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weng (US Patent 5,569,270) and Luscher'590. 
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Claim 15 and 18: Weng'270 teaches a method of suturing which includes 
providing an elongate needle (46) having a lumen extending from the proximal end to 
the distal end that is capable of passing a suture (column 2, lines 45-60). Suture 
material is introduced into the needle (column 2, lines 54-56 and column 3, lines 55-63). 
Liquid fills the syringe, the needle is passed through the tissue to be sutured and the 
suture is expelled with the force of the liquid flow (column 2, lines 45-60). Weng'270 
discloses a stiffening cover (60) that covers most of the needle (see Figure 1 ). 
Weng'270 does not teach a syringe to expel the liquid. 

Luscher'590 teaches a syringe for expelling the liquid and the suture because 
this device is well known for expelling fluid, contains space for holding a suture, and is 
easily controlled by the user. It would have been obvious to one skilled in the art at the 
time the invention was made to modify the fluid control device taught by Weng'590 with 
a syringe taught by Luscher'590 because syringes provide a simple means for expelling 
liquid that is very controllable by the user. 

Claim 17: Weng'270 does not disclose that the needle has a particular shape at 
the distal end. However, it is old and well known to modify the shape of needles to aid in 
accessing a particular region of the body, especially if the region would be more easily 
accessed with a needle of a different shape. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Weng'270 in view of Luscher'590. 

Weng'270 in view of Luscher'590 teach the limitations of Claim 16, except for 
drawing the suture back into the needle with the syringe. 
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Since the suture is pushed out of the syringe, it would be obvious to try putting 
the syringe in with the same method. The claim would have been obvious because a 
person of ordinary skill has good reason to pursue the known options within his 
technical grasp. If this elads to the anticipated success, it is likely the product not of 
innovation, but of ordinary skill and common sense. 

Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weng'270 in view of Luscher'590, as applied to Claim 15, and in further view 
of Wilk'507. 

Claim 19 and 20: Weng'270 in view of Luscher'590 teaches the limitations of 
Claims 19 and 20 except for providing an elongate tubular member with jaws onto the 
suturing syringe. 

Wilk'507 discloses a suturing instrument that contains an elongate tubular 
member (1 1 2), first and second jaws (114, 116) being movable relative to each other 
(column 12, lines 3-5) with a means for moving the jaws (1 44). The jaws contain an 
open end at the distal end of the tubular member (see Figure 5), and suture distributor 
(140) that contains a needle (130) with a circular opening that extends through the 
tubular member and into the jaws (see Figure 5). It would have been obvious to 
combine the device taught by Wilk'507 with the syringe taught by Weng'270 in view of 
Luscher'590 because the substitution of one known element for another would have 
yielded predictable results to one of ordinary skill in the art at the time of the invention. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LINDSEY BACHMAN whose telephone number is 
(571 )272-6208. The examiner can normally be reached on Monday to Thursday 7:30 
am to 5 pm, and alternating Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/L. B./ 

Examiner, Art Unit 3734 



/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



